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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 02 March 2009 . 
2a )□ This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Clalm(s) 1-10 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 1111 Claim(s) is/are allowed. 

6) |EI Claim(s) 1-10 is/are rejected. 
/)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Non-Final Office Action 
Claims 1-10 are pending. No claim is allowed. Amendments are entered. 



Summary of this Office Action dated Tliursday June 4, 2009 



1 . Information Disclosure Statement 

2. Copending Applications 

3. Specification 

4. 35 use § 101 — Rejection 

5. 35 use § 1 12 — First Paragraph Scope of Enablement Rejection 

6. 35 use § 103(a) Rejection 

7. Response to Remarks 

8. Communication 
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Information Disclosure Statement 

References listed in IDS are not provided. The reference in any foreign 
language should contain the translation or the abstract. The references cited in the 
specification are not listed in IDS. The listing of references in the specification is 
not a proper information disclosure statement. 37 CFR 1.98(b) requires a list of all 
patents, publications, or other information submitted for consideration by the 
Office, and MPEP § 609.04(a) states, "the list may not be incorporated into the 
specification but must be submitted in a separate paper." Therefore, unless the 
references have been cited by the examiner on form PTO-892, they have not been 
considered. Incase of foreign patents applicant should provide English abstract 
and/or the translation of the document to be considered. 



Copending Applications 



Applicants must bring to the attention of the examiner, information within 
their knowledge as to other copending United States applications and or Patents, 
which are "material to patentability" of the application in question. MPEP 
2001.06(b). See DAYCO Products Inc. v. Total Containment Inc., 66 USPQ2d 
1801 (CAFC 2003). 
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Specification 

The specification has not been checked to the extent necessary to determine 
the presence of all possible minor errors. Applicant's cooperation is requested in 
correcting any errors of which applicant may become aware in the specification. 



Claim Rejections - 35 USC S 101 



35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, 
manufacture, or composition of matter, or any new and useful 
improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claim 10 is rejected under 35 U.S.C. 101 because claimed invention is 
directed to nonstatutory subject matter. Claims — are drafted in temis of "use', 
however "use" is not one of the statutory classes of invention. Clinical Products v. 
Brenner. 1449 USPO 475. 476 (1966^ 



35 USC S 112 - First Paragrapli Scope Enablement Rejection 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of 
the manner and process of making and using it, in such full, clear, concise, 
and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the 
same and shall set forth the best mode contemplated by the inventor of 
carrying out his invention. 
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Claims 1-9 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for certain compound such as compounds 1-9 
does not reasonably provide enablement of all the compounds as has been claimed 
as claimed. The specification does not enable any person skilled in the art to 
which it pertains, or with which it is most nearly coimected, to make and/or use the 
invention commensurate in scope with these claims. Compounds in example 4-9 
are listed in table on page 38 of the specification where R2 can be OCH3, CI, Me 
or Et; RR is H; Rl is CH3 or propyl, Z is O and R3 is methyl. Examples 1-3 are 
2,4 dienoate or dienoic acid (see pages 34-37). There is no teaching or guidance 
about all different substituents most of them makes the compound completely 
different chemical structures which include thousands of compounds. 

To be enabling, the specification of the patent must teach those skilled in the 
art how to make and use the full scope of the claimed invention without imdue 
experimentation. In re Wright . 999 F.2d 1557, 1561 (Fed. Cir. 1993). Explaining 
what is meant by "imdue experimentation," the Federal Circuit has stated: 

The test is not merely quantitative, since a considerable amount of 
experimentation is permissible, if it is merely routine, or if the 
specification in question provides a reasonable amount of guidance 
with respect to the direction in which the experimentation should 
proceed to enable the determination of how to practice a desired 
embodiment of the claimed invention. PPG v. Guardian . 75 F.3d 
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1558, 1564 (Fed. Cir. 1996).' 

The factors that may be considered in determining whether a disclosure 
would require undue experimentation are set forth by In re Wands . 8 USPQ2d 
1400 (CAFC 1988) at 1404 where the court set forth the eight factors to consider 
when assessing if a disclosure would have required undue experimentation. Citing 
Ex parte Forman . 230 USPQ 546 (BdApls 1986) at 547 the court recited eight 
factors: 

1) the quantity of experimentation necessary, 

2) the amount of direction or guidance provided, 

3) the presence or absence of working examples, 

4) the nature of the invention, 

5) the state of the prior art, 

6) the relative skill of those in the art, 

7) the predictability of the art, and 

8) the breadth of the claims. 

These factors are always applied against the background understanding that 
scope of enablement varies inversely with the degree of unpredictability involved. 
In re Fisher , 57 CCPA 1099, 1 108, 427 F.2d 833, 839, 166 USPQ 18, 24 (1970). 
Keeping that in mind, the Wands factors are relevant to the instant fact situation for 
the following reasons: 

The nature of the invention: 



' As pointed out by the court in In re Angstadt . 537 F.2d 498 at 504 (CCPA 1976), the key word is "undue", not 
"experimentation". 
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Presently claimed compounds are drawn to substituted arylhexadienoic acids 
and esters. 

The predictability or unpredictability of the art: 

There is a lack in predictability in pharmaceutical art. In present case claims 
are very broad for example substituents are a 5 to 7 membered heteroaryl group 
which comprises N, O and S, C6-10 aryl, (R3); "saturated aliphatic hydrocarbon- 
based group, saturated and/or aromatic carboxylic group, aromatic heterocyclic 
group (Rl and R2). These include thousands of compounds. 

Even when similar starting materials are used under the same conditions the 
products obtained are different. 

As stated in the preface to a recent treatise: 

Most non-chemists would probably be horrified if they were to learn 
how many attempted syntheses fail, and how inefficient research 
chemists are. The ratio of successful to unsuccessful chemical 
experiments in a normal research laboratory is far below unity, and 
synthetic research chemists, in the same way as most scientists, spend 
most of their time working out what went wrong, and why. Despite 
the many pitfalls lurking in organic synthesis, most organic chemistry 
textbooks and research articles do give the impression that organic 
reactions just proceed smoothly and that the total synthesis of 
complex natural products, for instance, is maybe a labor- intensive but 
otherwise undemanding task. In fact, most syntheses of structurally 
complex natural products are the result of several years of hard work 
by a team of chemists, with almost 

every step requiring carefiil optimization. The final synthesis usually 
looks quite different fi-om that originally plaimed, because of 
unexpected difficulties encountered in the initially chosen synthetic 
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sequence. Only the seasoned practitioner who has experienced for 
himself the many failures and frustrations which the development 
(sometimes even the repetition) of a synthesis usually implies will be 

able to appraise such work Chemists tend not to publish negative 

resuhs, because these are, as opposed to positive results, never 

definite (and far too copious) See Dorwald F. A. Side 

Reactions in Organic Synthesis, 2005, Wiley: VCH, Weinheim pg. IX 
of Preface. 

Thus synthesis of the claimed compounds is unpredictable. 



The amount of direction or guidance presented and presence or absence 
of working examples 



The specification provides no direction or guidance for practicing the 
claimed invention in its "full scope". No reasonably specific guidance is provided 

[The instant disclosure provides no evidence to suggest and thus does not 
meet the "how to make and use" prong of 35 USC 112, first paragraph with regard 
thereto.] 

See In re Dreshfield, 110 F.2d 235, 45 USPQ 36 (CCPA 1940), gives this 
general rule: "It is well settled that in cases involving chemicals and chemical 
compounds, which differ radically in their properties it must appear in an 
applicant's specification either by the enumeration of a sufficient number of the 
members of a group or by other appropriate language, that the chemicals or 
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chemical combinations included in the claims are capable of accomplishing the 
desired result." 

The courts have further interpreted undue experimentation as requiring 
"ingenuity beyond that to be expected of one of ordinary skill in the art" ( Fields v. 
Conover . 170 USPQ 276 (CCPA 1971)) or requiring an extended period of 
experimentation in the absence of sufficient direction or guidance ( In re Colianni, 
195 USPQ 150 (CCPA 1977)). Additionally, the courts have determined that "... 
where a statement is, on its face, contrary to generally accepted scientific 
principles", a rejection for failure to teach how to make and/or use is proper (In re 
Marzocchi, 169 USPQ 367 (CCPA 1971). Working examples and/or data to 
support the invention as presently claimed (as cited above) does not cover a broad 
range of compounds. 

A disclosure should contain representative examples, which provide 
reasonable assurance to one skilled in the art that the compounds fall within the 
scope of a claim will possess the alleged activity. See In re Riat et al. (CCPA 
1964) 327 F2d 685, 140 USPQ 471; In re Barr et al. (CCPA 1971) 444 F 2d 349, 
151 USPQ 724. 

It has been established by the Courts that a single species is seldom, if ever, 
sufficient to support a generic claim. In re Shokal, 242 F.2d 771, 113 U.S.P.Q. 
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283, 285 (C.C.P.A. 1957). See also, In re Grimme, 274 F.2d 949, 124 U.S.P.Q. 
499, 501 (C.C.P.A. 1960) (the naming of a member of a genus or subgenus is not a 
proper basis for claiming the whole group). 

Objective evidence of nonobviousness must be commensurate in scope with 
the scope of the claims. In re Tiffin, 171 USPQ 294. A showing limited to a single 
species can hardly be considered probative of the invention's nonobviousness in 
view of the breadth of the claims. 

The quantity of experimentation necessary: 

Because of the known unpredictability of the art, and in the absence of 
experimental evidence, no one skilled in the art would accept the assertion that the 
instantly claimed agents could be predictably used as inferred by the specification. 
Accordingly, the instant claims do not comply with the enablement requirement of 
§1 12, since to practice the claimed invention in its "full scope" a person of 
ordinary skill in the art would have to engage in undue experimentation, with no 
reasonable expectation of success. 



Response to Remarks 



Application/Control Number: 1 0/530,022 Page 1 1 

Art Unit: 1612 

Applicant's election of species with traverse filed on 3/2/09 is hereby 
acknowledged. Since claims are generic and broad election of species is 
considered proper and is made Final. Applicant is correct that when elected 
species is allowable the search should be extended to other compounds. 

Communication 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Sabiha Qazi whose telephone number is (571) 
272-0622. The examiner can normally be reached on any business day except 
Wednesday. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Krass Frederick can be reached on (571) 272-0580. The 
fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR 
only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to 
the automated information system, call 800-786-9199 (IN USA OR CANADA) or 
571-272-1000. 



/Sabiha Qazi/ 

Primary Examiner, Art Unit 1612 
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